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Dated: March 9,ZOOO. When FDA approves a drug or - , to determine from a qknifacturer’s . 
Charles Gollmar, written materials and activities how it rhedical device, the agency approves the 
Acting.Associate Director for Policy,. ; intends-that its ,Rroducts be used. The product for each use set out, inthe 
planning, and Evaluution, centers for Dmase Court of Appeals also recognized that if product’s approved labeling. A use that 
&nti).andl+evention (WC). ., . FDA approves is thus’sotnetimes 
[FR Jhc. 00-6486 Filed 3-->5-06; 8:45 ~1 

the agency +ngs an enforcement 
action, a manufacturer may raise a First referred to as au f’app&ved’ or 
Amendment defense, .: gume c0OE 4163-18-P “labeled” use. A use.@iat does not’: 

., appear in the labeling is not ‘apIxoved ._ 
. FOR FURLER lNFOFlM+yiON CoNlAm _ 

- DEPARmE,fdi OF Width AND : 
HljMAN SERVICES 

F& and Drud AdriM~stration ’ 

fDackstNo.98~] 

Regarding biological products and ‘. as safe zir.xJ r3ffecii~GI.1y’ FDA,arid:.is : 
devices mfiabdby the Cent@ for k110Wn ti in "tmiippyOVf@' Or *‘Off-. . 

label” use. In tbis notice., such a use 1s Biologics Evaluation’and Rese 
~bni-~. Sag, anta ,for ; _ referred to I a “new use.” .. 
Biologics Evahration,‘and @seiu@ . AcentralfeatureoftheFDCAisthat ’ 
(HpM--Goo); Food and m ___ . It gendy prohieti interstate 

Decision in ~Washin& .!-a@ 
Administration, 1461 Ro&viBe commerce in new drugs and devices for 

“new uses.*‘-In particuIar, the statute 
Foundation v. Henney, 

: , : ,pjje, &&,i&, m 2!852,3()1- 
82%8190. :. provides that “(nlo person’ shall 

introduce or deliver for introduction. 
AGENCY; Food’aud Drug Administration, Regarding .human drug products: 
Ha. ., 

., . ..Lm,rie B. Burke, Center for Drug into interstate commerceauy f? drug, 

~~llON:,Nofi&: .’ I’ : -. 
:. Ev&&ion,a&&ese& ,(HFD40), unless an awrovd Of m wPWPon 

FoodandDrug Administration, / 0 filed pursuant to (21U.S.C. 5 355(b) or 
&J&AHY: ln the Federal Register of _. 5606Fishers Lane, Rockville, MD (j)] is effective withrespect td st+h ’ 
&qg,&~-i2,1999(64 FR44025hf-b '20857,301-827-2828. I .. drug.” 21U.S.C. 355(a); see 21 USC. 

., . 
Food a&Drug Administration (FDA) 331(d). thCh all fpph=‘bOn IUUSt 

published in its entirety au order 
hg&@ m&cd deGces: f$q.,-& L. 

i NT%rt, Center for,Devices and identify the partm’ular use or uses to 
entid&j “did Amended Order which the new drug will be put, and an 
Granting Simnnary judgment and 

Radiologid. Hdth (Hpz302)’ 
Food and Drug Administration, 

appmvd of such.m appfication for 
interstate distribution can,beizome Re~anent~hijunction.‘~ -The order was : .2og8 G&bar Rd., m&viUe, MD 

ented by$he United States District 2b850.301~5944639; L f&clive .only ivifh respect to such 
Courtfor’the Distri~ of Columbia in SUPFLEIENTAhq INFoRIyIAmNi tie use(s). See 21 U.S.C. 355(b); (d), (j). 
washington,kgal Foundation v. Thus, an approved neti ‘drug thatis 
He~&~56 F. Supp. ad 81 (1999). The 

Federal Food, Drug, and Cpsmetic Act of marketed for a “new use’? becomes an 
court of Appeals subSequently vacated 

1938 fFDC&. 9 amended, g?nFrally 
prohibits, the manufacturer of a new 

unapproved ne+v drug with respect to 
the d&r@ court decision and 
injum&on (and earlier decisions aud 

drug or medical device f from’ 
thatuse, 

inj&&ons)insofar as they declared 
distributin g a prod++ i in interstate 

An aplxoved new drug that is 

&i&c& for’ any intended use that 
marketed for a “new use” is also ’ ‘.’ 

unconstitutional (1) Statutory 
COI 
FDA has not appn bved assafe&d 

“misbiiiiided” uuder ,the FDCA,’ because 
provisiori+ ~onMnir& the &sofa 

the labeling of r&h a drug would not 
ch+iimtion b9 inahufacturers ‘of 

effeciivp. The inte nded use or I 
” -a -L!ziL~ -r,c-..znl& #.mmFmm;mm 

d,.& or device ma include “ade+tate directions for use.” 
3, 11 S~(-.. .xe.dk-L I__ ‘rL:t*rl ctntnlr v y be set forth iri, ,-* -.-.-. air*\r, cc-n wywu uuwxuu~ ~--u---y e&rg other things; its label or 

ne+ &es of approved produds (21 : ~‘lab&&~9 which irmludes written,’ 
Articles of Drug 

u.s.d ~60& et se@); and. (2) an FDA 
p&.m*#+-P- r-.- . ..” ..h.. . , . ,..... 

@&c?&~~nt &inidkI@j Certain 
printed, ‘or-graphic matter affixec 

m 1,, JLe.L.L-i.-L-..-l nc:A+ifif 2-a 
~~aGcomp~w &e.,pmrdy&. see 

cl% 202:1(l) 

Iti0 or _ 
121:. . 

321(m); 21 
D1128 8014 Tht?'see " . 8, ., 

or device 

a... - -.-- -11 rr”.A, “II) ,a- .*u “““I “I,” ‘I”-- 

Cir. 1980). Similarly; a medical device 
that is ,distributi+d for a “neti use” is 
“adulterated,” see 21 U.S.C. 351(f), and 
“misbranded,” see 21 ‘U.S.C. 352(f). An 
adulterated or :misbranded prodtmt is 
prohibited,from distributiou in 
interstate commer+e (21~U.S.~.~331ta),, 
fl-bll se k- 1-L CL-C :; d,,G&L,a F mx.n” 

intended use or uses. of a ,drug : 
may also be’deter@ned from , 
advertisements. nromr n&ml r$ateriaI. 
oral statenmni is.& t.& uioduct% 
m~ufact&b+ or & ix$r%exit&ve~, and 1---------- . 

anv other &e&it SOU 

UCtS 
-----_ ,&I La.“.“. .JU-rJ,.~U ..a” 

me lipvsx~ ~amuums~ci~~, ‘YCLJ ~VUWWU, - rcgiAt6d under‘sedtion 35~3~ of the Pubic Health government ‘may seekart injunction 
the &int&rt of case-by-case enforcement, Service Act. ag*,or *al prosecution’of, 

., . 
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. 
those responsible for,introducing such a Supp. 2d’ 16,, l+19 (D.D.C. 1999); manufacturer and nonpromotional have 
product into commerce (21 U.S.C. 33.2, Washington Legal Foundation ‘v. not, been,treated as labeling or 
333). Friedman, 13 F. Supp. 2d 51,74-E advertising, and have not been subjected 

Section 401 of the Food end Drug (D.D.C. 1998). 
Admitistration Modernization-Ad tif On February.l1,2000, ;heCourt of 

.to the agency’s regulatory scrutiny. 
Under thy CME gnidance.documelht, 

1997 (FIXMA or section 401),_21 U.‘S.C. Appeals’for the District of Columbia FDA does not expedt to treat industry- 
36Oaaa et seq., amended the FDCA. It - Circuit vacated the district court’s 

decisions and injunctions insofar as 
supported CME any .differently than it 

describes certain conditions under - traditidnally has done. If a manufamr 
which a drug or device manufactomr they declared section ,401. and the CME does not follpti the CME guidance 
may choose to disseminate to guidance document ticonstitutional. .- document; that, by itself, is not an ~ _ 
physicians and other health care 
practition&rs certain written materials 

See slip op. at 10. (The o*er two independentiriolation of law. S)ip op. at 
8. 

discussing a “new use” of its product. 
guidarice documerits, pertaining to the 
dissemhiation of certah%‘written Plaintiff Washington Leg+ 

If those conditionsaremet, the : materials about “new uses.” -had.been 
:’ ” superseded by FDA&IA and its 

Foundation (WLF) expressly agreed that 
government may not use that ‘, ,’ FDA may proceed on a case-by-case 
dissemination.as evidence bf the 
mariufacture&intent that its product be 

implementing regulations. and were not basis under $&-FDAMA enforcement 
at issue in the.COurt of Appeals.) ” ‘:._ authority;:See e.g., Washbgton &gd 

used for a neti use. See 21 U.S.C;- -The D.C. Circuit’.a decision was based Foundation v. Henney, No. 99-6364,. 
36Oaaa:6(b). If section 401 did not exist, on its coficlusion -that there is no case, 
the gov.&nment could usesuch or confroversy to pro+ide a basis for #. 

Transcript of Oral Argument, Januq 
lo, 2000 (TR.) at 43,68,76; see 

dissemihation v evidence iii. 
ebtablishing a maimfacturer’s ille&i 

.JVLP’s facial FirstAmendment 

distribution of a new drug or device for’ 
challenge;. In reaching that.conclusio& 

Wa,shington Jkgal,Foundation v. 

the co,urt relied on the government’s 
Henney, slip op. at 7.8, and 9. 
Nonethel$ss. WLP urged the XX. C&&t 

a “new use,” and in,-establishing that interpretation that (1) Section 401 .. to reach-the tie&s of the district court’s 
the product is misbranded or; id $he 
case of. a device, adulterated, 9s well 9 .- 

provides a ‘%@e harbor’.ensnring that decisions and ihjnnctioti nn the.&mnd 
cerpin forms of condtict [will] not be that FDA “will prosecute manuf?wrs 

misbranded. 
Prior to FDAMA, FDA erti&la’ted #s 

used aga&st ma&acturers in 
misbranding ana ‘intended~ use’ 

for violating a normative stand&! s&t 

policy coqcerning the pron&ioL of enfof;cement actior$‘-based on pre- 
fort& in &AMA or the.cME Guigance 

“netv .u,s&” in three guidancti 
Document. Slip op. at 9. The appellate 

.’ 
docume&.FD&MAandits _, _ 

FDAMA enforceqerit authcirity (slip op. 
at 8), discussed,above, and (2) neither 

court declined, fin% that there was . . .: 
.no constitutiox& cotitrovemy between .- ; 

implementing regulatidns.sup&seded~ FDA?$A.nor the CME Guidance ., . . - 
the twtig$idance ‘qocuments thdt 
addressed the disseminatiori of writtee 

Document “inde$endently atithorizes .“, 

“new use” %formatioti (reprinti and 
the FDA to prohibit or sanction speech” 

reference%&ts) by drug ‘and.medical 
(id;). Put anothek way, if a ma@acturer 

device.mam&cturers. See 61 .FR 5280& 
follows the provi&oti of I?DAMA and’ y 

52801 (&tdber 8,1996). FDAMf% ddes 
its implembnting regulations (21 GF’R, 

not affect&e third adance’ docvnt 
part 99); including, but qot limittid to, 

(the CME goi+&e document), which 
its provision concerning thd submission 

identifi& 12 factors that tbe agenv will 
0.f a, supplemental applica&n’for, FbA 

ern&iing tih&her a ‘I 
approval of a “new use,“?DA ‘may :?iot 

consider in det 
manufacturer, through its support of 

use the information disseniinated tiy the 

scientific andediicational activities 
manufacturer as evidence that the 
prdduct is intended \ti be,used f& $ 

tividentied a !‘&w use” of its dru& bk’ 
devices. See 6b FX 64093<4100 

“new,-l&e.” If a manufacturer procetids 

(Decetib$r 3,19w). 
under s&ion 401 tid its implement&g 

W&shingtun.~Legal Founda&n ’ 
regulations but does not comply, FDA ,, 

’ pres&ed a’.Fiist Amendment &&enge 
may seek to enforde compliance@ough 

to section 401 &d the &ree guidance. 
an injunctipn action tid&?tlib VCA td 

do&me@: The district court issued 
halt a violation,pf se+n 3,01(z), .@a 

o&rs deck&& FDA&%, its 
manuf@imer does not pioceed under;, 

impitime$ing reg~&+tj&s, and the . 
sectio+&, ,tiat failure does pot ’ 

gui+uq documents uuconstititional. 
constitu$an itidependent violatioh of 
law. 1 -’ ’ 

Ambqg other things, the distict cdutt, 
wit& a m&ml+ of qualificatiohs, 

FDA ,+&tio&lly has retiognized the 

enjdined F’DA fro&. “in any iiray *! T * 
important $ublik po&y r&sons to 

En&hind +y pl&irmaceutical or 
permit industry suppcn? for thk 111 

mekti d&ice-inantifatir” from 
extihangb bf views in scietitifiy and 

“diss&nin&rig”~spe&fied, joiunal 
edyatioiial didq:uisions, includi~ 
discussions of “new u&es..*’ m)A ‘has 

articles-oi ine9ica.l tex% and%oni distingulhed between those a’ctivities 
“s@gestj~g content br speakers” to ah support&d by manufatitiers that a& 
“independentl~program provider”&-----’ 
con&&&i with &seminar or 

nonprotiotional a@dotherwise 

s&&si& fiind&*by the independent from the’.s&staritiveZ 
I ,i 

mamifactier. See’ Washingtori Legcil .’ 
influence. of the supporting 

Foui$atbn vl Hen&y, 58 ‘F. Supp.. 2d 
manufactu&r and *those that are not. .. 

81,88& (D.D.C\ ‘1999); Wa&ngton 
Those ,activities that have been deemed 

Legal Foundation v. Friedman, 36 F. 
by the agency to be independent from 
influence by the supporting 

the parties.that remained to be resolved’ 
and tit m&g on the cdns~tutionality 
of a .hypotheti&&interpretation of the’ 
statute would be inapproptiate. Id, at 
1O:In vac@ing the district court’s” 
decisions and-injunctioqs insok as 
they declared PDAMA and+he CME 
Guidance~Ddcument &constitutional, 
the D.C.‘Circuit noted that a .,. .’ 
manufacturer may, of course,+irgub that’ 
FDA’s use of th@ manufacturer’s 
prombtioti of a f’n& use” as evidenbe 
in i p&ti&lti&$orc~~ent actidn T 
violates ‘&b First, Amen&e&, Slip op. 
at 9, n; 6; 

In sum;tben.Tt$MA and& 
implementing regulations constitute a ’ 
“safe harbor”, for a manufacturer that 
complies with them before and wliil~ 
dissebna(ing journal &i&s akd 

* reference texts’ about “pew Uses” of 
approved pro’du&s. if a manufactorer 
does not comply, FDe may b&g an 
enforcement actio? mder th& WCA, 
and seek to’ use journal &ticles and 
reference te+ *@isseminated by thg 
manufa&urer as evidqnce th$ an 
approved-product is +mde”d for a 
“new ,use.” .&Ia+acturers th&,support 
CME may *sh #to be$ome fan&r with _ 
the CJL~E guidance document, which 
details t@e factors WA intends to take 
into account :in exercising ,it+. 
enforcement discretipn .in Tel&ion to 
industry-support&$ scientifib and 
educational ,activiti& The CME 
guidhce document. /however, does hot 
itself’have the for& and effect of law. 

-- 
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Refe&ncteS 
The following references are on 

display in the Dockets Management 
.Branch (HPA-305), Food agd kg 
Administration, 5630 Fishers Lane, rm. 
1061, RockviRe, MD 20852;and may be 
seen by interested persons between 9 
a.m. and 4 p.m., Monday tb.mygh 
Friday. 

I. Washington Legal Foundation.~. 
Henney, No. B-5304,2000 WL 12.2099, 
slip op. (D.C. Gin. February~ll, 2060). 

2. Washington Legal Foundation v. 
Henmy, No. 94-5304, transcript of oral 
argument, January 10,200O. 
.Dated:M~ch9,2000.’ -’ :,. 
Jane E. Henney, 1 
Commissioner of Food .ond Drugs : : ;, 
[FR DOC. 00-6422 Filed 3-10-W 4:15 pm1 
eKuNs CeeE 416sql4 

MPARTMEHT Of HEALM AND 
HlJiUAfU SERVICES ,, 

&attli Car&i~jng Adn‘iml- 

pxe+mt I, , ,. HCFA*~: rlentik- 

Agency4nforpafkntilfM&t- * 
A&krltfes: f’& mw ‘i. . . 
commentRequsst~ .: : .’ . . 
AGENCY: He&b Care~:PiJlaIiChjg ‘.: ,: ’ ; 
Administration, HHS. In compliance 

. with. at3 pquirwnd of section ’ 
3506(c)(2)(~) of the paperwork . . 
Red&ton Act of 1995, the Health Care 
Ficing Administration &%PA) , 
Department of Health and H-a., 
Services, is publi&ng the following 
summary of proposed colIeetions for 
public comment. Interested persons are 
invited to send comments regarding this 
burden estimate or &y other aspect of. 
tbis collection of information, including 
any of the following subjects: (1) The 
necessity and utility of the proposed 
information collection for the proper 
performance of the age&y’s functtons;~ 
(2) the qxuraey of the estimated 
burden; (3) ways to enhance the quality, 
utility, andclarity of the;information. to. 
be colle&d; and (4) the use of 
automated collection techniques or 
other forms of information technology to 
minimize tbc? information collection 
burden, 

, Type of Information Collection 
Request: Extension of a..murently 
approved colbzction; TMe of 
information Gk&ction: End Stage Renal 
Disease Application and Survey and 
Certification Report and Supporting 
ReguIations in 42 CPR 405.2100- 
405.2184; Form No.; HCPA-3427 
(OMB# 09384360); Use; Part.1 of this 
form is a facility identification and 
screening measurement used to initiate 

the certificationand recertification of including data and studies supporting 
ESRD facilities, Part II is completed by their comments. 
the Medicare/Medicaid State survey DATES: Comments must be submitted by 
agency to determine facility compliance May 1,2&O. 
with.ESRD conditions for coverage; 
Frequency: Aunually; Affected Public: ADDRESSW Address ail &omments 
State, local or tribal government; concerning this notice to Vincent C. 
Number of Respondents: 3740; Totd Rogers, D.D.S.,.M.P.H., Associate 
Annual Responses: 675; Total Annual Administrator, Bureau of Health 
Hours: 1626.25. Professions, Health Resour+es and 

To obtain copies of the supporting Services -Administration, Room 6-95, 
statement and any related forms for the Parklawn Building. 5660 Fishers Lane, 
proposed.paperwork collections RockviRe, Maryland 20857. 
referenced above, access HCPA’s Web SUPPLEMENTARY IbliORYAWk On 
Site address at http:/lwww.hcfa.govI 
regs@dact96.htm, or E-mail yo@. 

December 6.1999, Con,gress enactedthe 

request, in&uling your address, phone 
Heal&are Research and Qualit Ad of 

number, OMB number, and .HFA 
1999, Pub. L. 3p6129, to amend title JX 
of the Public Health Service Ati by ‘. 

document identifier, to - 
_, 

revising and extending the Agency for 
Paperwork@hcfa.go*, or caB the Reports HeaJthcare Pohcy tid:Resea& (now 
Cl~ce.Office on (410) 786-1326. referred to as the Agency for Healthcare 
Written Comments and 
recommendations for the proposed 

Research and Quality). Section 5yof Pub. 

information colh&ions must be m&d 
L. 106129 requires the Secretaiy of 
Health and Human Services (HHS): 

within SO days of this nottee dtre&y to 
the HCPA PaperworkClearance Officer 

through&e appropriate age+& ofthe 
Public He&h S&vice, to conduct a. :’ 

designated at the f&owing address: 
HQPA; office of JnformationService% 

study “to determine whether and to 
what extent.there is a shortage of 

Security &d Standards Group, Division 
of HcplpiEnterpr+e Standiirds, 

licensed pharmaciw and to report back 
’ 

Atten-. jr&$ Browns Room N2-14- 
:to.Congress~in one,year after the‘ilate’of.. 
enactment of ,the Act on’ its findings. : 

26.7509 Seclirity Boulevard, BaJttmore,’ 
MeryJand 21244-1859: 

A number of associ&ons; such as the : 
Na~cmzd Association of Chain Drug. 

Date& Feb~;28:2000. :. Stores, have been voicing Concerns that. 
John Pi Burke III. a shortage of pharma&s in some :+reas 
Reports Cl-& officer, H&A office af. of the country mig&.+reate a major 
hfomatior; Services Security and Standards health crisis. HJ-IS invites comments 
&nip, Division of HCFA Enterprise :. from public and. private souizes on de 
Standards. 
[FR ~~:00-65~3~~ikd 3-15-~); a45 am1 

following topics related to pharmacy 
shortages. Please address your 

+uNGcoDE41- comments by number. as indicated 
below. You need not address all topics. 
d ‘1.. Shortage,of pharmacists; for 
exampJe, vacancy rates for pharmacists 
jobs over time, existing documentation 
of delayed store openings orreduction 
in store hours, existing documentation 
of signing bonuses and. other hiring.. 
incentives; and .ticreases in wages; 

2. Difficulties that communities may 
.be experiencing in aizcessing pharmacy 
services. HHS is particularly interested ’ 
in difficuhies.confronting~those in rural 
or underserved a&as, services for the 
elderly, and other evidence of unmet 
needs due to a shortage of pharmacists; 

3. ,How pharmacies and employers are 
addressing a’shortage of pharmacists;. . . 

4. The use.of technicians, and State 
laws governing ratios of pharmacists to 
techni&ns, and limitations on. the 
functions technicians atepermitted to 
perform, and any requirements for 
technician certification; 

i. 
DEPARTMENT OF HEALTH AND 
HU~ANSERWCES 

Wealth Resources and Servlces~ 
Adminisfyfion ‘- 

study f3efpwdingshortages of 
Lkemsed Pha,rmcisis.- 

AGENCY: %Iedth Resources and Services 
Administrationi HHS. -’ , 
At3lON:Notice. 

SUMMARY,: The “Healthcare Research and 
Quality Act of 1999”, enacted on 
December 6.1999, requires.the 
Department of Health and Human 
Services (HHS) to “Conduct a study to 
determine whether and to what extent 
there is a shortage of licensed 
pharmacists.” The Department wiB 
include in this study a summary of 
comments from interested public and 
private entittes. The Dep’&tment invites 
all interested public and private entities 
to submit comments on specific issues, 

5. The impact of the growth of 
managed care and third-party coverage 
of prescriptions on pharmacy practice: 


